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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address ■ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DAtE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, howevier, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maxinium statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.G. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)1^ Responsive to communiGation(s) filed on 12 March 2004 . 
2a)n This action is FINAL. 2b)l3 This action Is non-final. 

Z)\Z\ Since this application is in condition for allowance except for fonnal nnatters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) 13 Claim(s) 2-36 and 38-46 is/are pending in the application. 
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5) 13 Claini(s) 38-46 is/are allowed. 
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7) 13 Claim(s) 27-30 is/are objected to. 

&)□ Claim(s) are subject to restriction and/or election requirement. 

Applicatioh Papers 

9)[i] The specification is objected to by the Examiner. 

10) K The drawing(s) filed on 21 March 2002 is/are: a)l3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) Including the correction Is required If the drawlng(s) Is objected to. See 37 CFR 1.121(d). 
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1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 . 17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR M7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. AppHcant's submission filed on 3/12/04 has been entered. 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly poihting out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 2-26 and 3 1-36 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 2 is indefinite for failing to particularly point out what 
a control unit controls responsive to a flow rate of one of the first fluid and the dialysate fluid. 

4. Claims 2, 4-5 and 18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
European Patent AppHcation No. 0526152 Al (hereinafl;er referred to as EP '152). EP ' 152 
teaches a hemodiafiltra;tion system comprising a first conduit (6) having a first end and an 
opposing second end, the first end receiving first fluid or dialysate fluid fi"om dialysis machine 
and thie second end for discharging dialysate fluid to a dialyzer (2) and a second conduit (8) in 
selective communication with the first conduit (6) to divert amount of first fluid from the first 
conduit (6) through at least one sterilizing filter (27) via a substitution fluid pump (14) to 
produce a substitution fluid and a central control unit (21) responsive to flow rate of first fluid in 
the first conduit (6)md a returning^fluid induct (7jddeded by a flowmeter (16)(see figurel; 
col. 2, line 56 - col. 4, line 46) wherein the central control unit (21) controls dialysate pump (12) 
and substitution pump (14) in such a way that the sum of these quantities flows in the first tube 
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of the flow meter (16) (see coL 4, lines 21-28) (claims 2, 5, 18). Regarding claim 4, EP '152 
inherently teaches a flow meter in an extracorporeal circuit (4, 5) because EP ' 1 52 teaches that 
data relating to the quantity of blood put into circulation by the pump (1 1) is also set into the 
central control unit (21). 

5. Claims 2-6 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
00/06292 in view of U.S. Patent No. 6,284,141 (hereinafter referred to as Shaldon et al). WO 
00/06292 teaches a hemodiafiltration method and system comprising a first conduit (41) having a 
first end and an opposing second end, the first end receiving first fluid fi-om dialysis machine 
(43) and the second end for discharging dialysate fluid to a dialyzer (22) and second conduit (2) 
in selective communication with the first conduit (41) to divert amount of first fluid fi"om the first 
conduit (41) through at least one sterilizing filter (11, 13) via a substitution fluid pump (8) to 
produce a substitution fluid and control unit (40) responsive to flow rate of diverted first fluid via 
a flow meter (10) and a flow rate of blood via a flow meter (26) to control a substitution fluid 
pump (8) wherein the control unit (40) also receives signals from pressure sensors (9, 132) which 
are located upstream and downstream of substitution fluid pump (8) in the second conduit (2) 
(see figure 1; page 3, lines 19-21; page 7, Une 7 - page 12, Une 25). WO 00/06292 further 
teaches that the pressure en route to dialysate pump (153) in the first conduit (41) may be 
monitored by a pressure transducer (152) upstream of pump (153) (see page 9, lines 20-25). 
Pressure and flow rate in a conduit are well-known related quantities in the art of measurement. 
_^Claims-2-6_and-18-essentially-differ-fi*om-the-apparatus-of-A\^O_00/06292 
meter disposed within the first conduit for detecting a flow rate of one of the first fluid and the 
dialysate fluid and in communication with the control unit. Shaldon et al teach a 
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hemodiafiltration apparatus comprising a first flow meter (10) disposed within the first conduit 
for detecting a flow rate of one of the first fluid and the dialysate fluid and in communication 
with the control unit (14) and a second conduit (16) in selective communication with the first 
conduit and having a pump (17) for providing a substitution fluid to an extracorporeal circuit 
(see figure 5; col. 7, line 18 - col. 8, Hne 35). Shaldon et al teach that signal from the flow meter 
(10) and other inputs are fed to a control unit (14) for determining efficiency (see col. 7, lines 18- 
57). It would have been obvious to a person of ordinary skill in the art at the time the invention 
was made to substitute a first flow meter for a pressure transducer within the first conduit of WO 
00/06292 for detecting a flow rate of dialysate fluid and determining efficiency as suggested by 
Shaldon et al. 

6. Claims 7-17, 19-26 and 31-36 would be allowable if rewritten to overcome the 
rejection(s) under 35 U.S. C. 112, second paragraph, set forth in this Office action and to include 
all of the limitations of the base claim and any intervening claims. 

7. Claims 27-30 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

8. Claims 38-46 are allowed. 

9. Applicant's arguments with respect to claims 2-36 and 38-46 have been considered but 
are moot in view of the new gr6und(s) of rejection. 

— 10 -Thc-prior-art made of record-and-not relied-upon is considered-pertinent to applicant's 

disclosure. U.S. Patent No. 4,71 1,715 and 5,092,836 teach hemodiafiltration or hemodialysis 
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apparatus. U.S. Patent No. 6,536,291 and 6,572,530 and 6,691,584 and 4,993,269 and 6,386,834 
teach apparatuses for measuring flow rate derived from pressure measurements in a conduit. 
1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John Kim whose telephone number is (571) 272-1 142. The 
examiner can normally be reached on weekdays from 7:00 AM - 3:00 PM. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Wanda Walker, can be reached on (571) 272-1 151. The fax phone number for 
official response is (703) 872-9306. 

When sending a draft amendment by fax, please mark the paper as "DRAFT"; otherwise, 
mark the paper "OFFICIAL". This will expedite the processing of the paper. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0651. 



John Kim 
Primary Examiner 
Art Unit 1723 




J. Kim 

March 30, 2004 



